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4.0 ACCREDI TATI ON PROCESS

(NB. MANY OF THE STANDARDS AND ELEMENTS LI STED IN THI' S CHAPTER
ARE REFLECTI VE OF STANDARDS WORKED OUT AND SET FORTH I N OTHER
CHAPTERS DEALI NG W TH DETAI LED EXPLANATI ONS OF THESE ELEMENTS.
THEREFORE, | T |'S ANTI Cl PATED THAT MANY OF THE DETAILS (EG THE
NUMBER OF PERFORMANCE EVALUATION SAMPLES TO BE DONE) WLL
CHANGE AS THE DI SCUSSIONS AND CONCLUSI ONS |N THESE OTHER
CHAPTERS CHANGE.)

4.1 COMPONENTS OF ACCREDI TATI ON

These criteria nust be fulfilled for accreditation. The
conponents and criteria are herein described. Details of sone
of the requirenments described below will be found in other

sections of these Standards. For the foll ow ng discussion of
standards, in general (laboratories involved in environnental
testing or neasurenent, analysis, nonitoring or conpliance),
gover nnent al , federal, state, municipal, county, |ocal,
commercial and private |aboratories should all be accredited in
a State with which they do busi ness.

4.1.1 Personnel Qualifications

Thi s conponent ensures that the el enents of education, training
and experience are addressed. It should be recognized that
sonme of these elenments are interconnectable, i.e. a greater

magni tude of training and/or experience may substitute for
| esser degrees of fornmal education.

The | aboratory shall have sufficient personnel, having the
necessary education, training, technical knowl edge and
experience for their assigned functions.

The | aboratory shall ensure that the training of its personnel
is kept up-to-date.

Training is considered up to date when docunentation in the
files indicate acceptable performance of a blind sanple at
| east once per year and a signature that technical personnel
have read, understood and agreed to perform the nost recent
version of the nethod or operating procedures. Evidence nust
be on file that denonstrates all enployees are aware and usi ng
the latest edition of the |laboratories in house quality
docunent ati on.

Al'l personnel shall be responsible for conplying wwth all QA
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requi renments. Each |aboratory position nmust have a conbi nati on
of experience and education to adequately denonstrate a
specific

know edge of their particular function and a general know edge
of

| aboratory oper at i ons, anal yti cal met hods, qual ity
assurance/quality control procedures and records nanagenent.

4.1.2 On-site Assessnents

On-site assessnments and evaluations may be of tw types:
announced and unannounced. The assessnent ensures that the
environnental |aboratory is capable of perform ng anal yses to
the level, precision and accuracy required by the specified
met hod (or performance based nethod). Announced assessnents
test these nethods and evaluate the results against the
criteria wunder the Dbest <circunstances in a controlled
environment. The unannounced assessnent neasures the abilities
of the laboratory to neet these standards for nethods on an
average day under normal working conditions and in a nornal
wor ki ng environnent. Each type of assessnent has |limtations
and advant ages, but the information

obtained fromboth will provide a higher degree of confidence
inthe ability of the |laboratory to attain a required | evel of
conpetence in the quality of data produced. A state regulatory
authority may del egate the responsibility of both Announced and
Unannounced Assessnents to a third party. However, the
responsi bility and accountability for neeting the standards of
the NELAC are the responsibility of the State regulatory
authority. The accrediting authority is the primary state in
whi ch the | aboratory conducts business; however the ultimte
decision as to the proper accrediting authority is determ ned
by the individual state in which the | aboratory headquarters
managenent is located. Refer to On-site Assessnent Section for
addi ti onal information regarding frequency, pr ocedur es,
criteria, scheduling and docunentation of On-site Assessnents.

| ndi vidual sites are generally subject to the sanme application
process, f ees, inspections and other requirenents as
environnmental |aboratories (NB. A site that only does sanple
collections is not considered an environnental |aboratory and
wll not be subject to these requirenents). In addition to
| aboratories, any site that reports environmental data to
clients and/or regulatory authorities will be subject to sone
or all of these requirenents.

Announced Assessnents - A State regulatory authority may
del egate the responsibility for Announced Assessnents to a
third party.
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However, the responsibility and accountability for nmeeting the
standards of the NELAC are the responsibility of the State
regul atory authority. The elenents present in and criteria for
announced assessnents for national accreditation are:

a)

b)

d)

The assessnment nust be perfornmed a m ni mum of one tine per
two years and nmust be conducted on-site; i.e., the site at
whi ch the actual anal yses take place. A site is defined
as a structure or group of structures at the same
geographical location. 1In the case of nobile |aboratories
(i.e. On the back of trucks, in vans, on boats or ships
etc.), site is defined as the nobile unit itself as |ong
as the actual analysis or any portion of that analysis
takes place on this unit. Any renote |aboratory sites are
considered separate sites and subject to separate
Announced and Unannounced Assessnents, again provided that
the analysis or any portion of the analysis take place at
that site;

The assessnent may consist of any or all of the categories
and/ or nmethods for which the |aboratory wants to obtain
accreditation;

The i nspector nust have access to all information and data
in the areas the lab has or is requesting accreditation
both for analyses conpleted and |aboratory personnel.
This includes information designated as Confidential
Busi ness Information (CBlI). The inspector nust be cleared
to have access to and view such CBI. The i nspector
(whether fromthe accrediting authority or a third party)
cannot renove, copy and renove copies or otherw se
communi cate CBI (40 CFR Part 2). Under no circunstances
are auditors to reveal CBlI, for profit or not. Violation
wll result in the loss of the ability to audit and is
libel for crimnal prosecution;

The results of the assessnent and performance wll be sent
to the National Database on Environnental Laboratories.
Al information contained in the National Database will be
considered to be public informati on and accessi ble to any
i ndi vi dual ;

At least two Performance Evaluation (PE) sanples of
different concentrations, once per quarter in each
category for which they have applied for accreditation,
for each nmethod or field of testing, must be successfully
anal yzed according to the standards established for
qual ity assurance/quality control, precision and accuracy.
It may be required to analyze PE sanples during the On-
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site assessnent. Marginal performance on any previous PE
sanpl es can be grounds for requiring that a subsequent PE
sanpl e anal ysis be perfornmed under the observation of an
i nspector; and

f) The nunber of individuals <conducting the on-site
assessnents shoul d not be excessive, and the accreditation
authority should be sensitive to fee structure, cost, and
t he nunber of inspectors.

Unannounced Assessnents - A State regulatory authority may
del egate the responsibility for Unannounced Assessnents to a
third party. However, the responsibility and accountability
for neeting the standards of the NELAC are the responsibility
of the State regulatory authority. The elenents and criteria
for the unannounced assessnents for the purpose of the national
accreditation program are:

a) Upon presentation of appropriate credentials, the assessor
nmust be provided access to the |laboratory facility or site
at reasonabl e tines;

b) El ements a) through d) under announced assessnents are
al so applicable to unannounced assessnents;

c) Perfornmance Evaluation sanples may be distributed and
anal yses run in the categories and for the nethods that
are determned by and prescribed by the assessor. The
Per f or mance Eval uation sanpl es and requested anal yses nust
be perfornmed by nethods approved by NELAC or the
appropriate regulatory authority under which the anal yses
are being conducted. At the discretion of the inspector,
he(she) may | eave the PE sanples for analysis and not be
required to be on-site when the actual anal ysis (anal yses)
is (are) perforned;

d) All Performance Evaluation sanples and other analyses
required by the inspector are to be done as directed by
the inspector. These include paraneters such as:
specified equipnment, analysts and tinmes, but are not
limted to these factors;

e) The unannounced assessnent should not unduly disturb the
normal operating routine of the l|aboratory or site, and
shoul d be conducted during normal working hours;

f) The inspector for an unannounced audit shoul d make every
effort to ascertain that the | aboratory or site is

i operational and
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ii. currently performng the appropriate type of
anal ysis before initiating such an inspection.

g) The nunber of individuals conducting the On-site
assessnents shoul d not be excessive, and the accreditation
authority should be sensitive to fee structure, cost, and
t he nunber of inspectors.

Factors Examined in Announced and Unannounced Laboratory
Assessnent s

Refer to On-site Assessnents for assessnent criteria required
to be satisfied for accreditation. It should be noted, the
inspector is not limted to these factors in reaching an
eval uation and conclusion. Qher factors nmay be consi dered and
must be docunented as appropriate.

Laboratories will be furnished with an Deficiency Report
docunenting any deficiencies found in the factors |isted above
or any others considered by the inspector. It shall also

i ncl ude whet her a specific nethod passed or failed based on the
Per f ormance Eval uation sanple. All such reports are public
record and any or all of the informati on contained therein may
be put into the National Database. Proprietary data and
Confidential Business Information will be excepted from al
public records as provided by the procedures described in
Section 3.4.6.

4.1.3 Per f or mance Eval uati on Sanpl es

When appropriate for the evaluation and avail able, a critical
conmponent of |aboratory assessnents is the analysis of the

Performance Evaluation Sanpl es. Refer to Performance
Eval uation Testing, specifically Testing of Sanples, for
addi ti onal information regarding separate treatnent of
Performance Evaluation sanples, discussion of issues of
availability, and purity and distribution. Per f or mance

Eval uation sanples would be wused and evaluated in the
accreditation process in the follow ng manner:

a) Each | aboratory or site seeking accreditation nust
receive, exam ne, and analyze initial Per f or mance
Eval uati on sanple(s) for each category (e.g., drinking
wat er, hazardous waste, etc.) in which they are requesting
accreditation.

b) Each | aboratory seeking accreditation shall also be
required to perform anal yses on at |east two Perfornmance
Eval uation sanples of different concentrations, once per
gquarter in each category for which they have applied for
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accreditation or for which the |aboratory is currently
accredit ed.

c) The | aboratory will be informed of their score on the
Performance Evaluation sanples by the state agency or
authorized third party contractor within 60 days fromthe
cl osing date of subm ssion. The results of all of the
Per f or mance Eval uati on sanpl e tests i ndi cating
satisfactory or wunsatisfactory conpliance will also be
public record.

d) The results of the Performance Eval uati on sanpl e anal ysis
wi Il be considered by the State or authorized third party
accreditor to the State, along with other information
obt ai ned from announced and/or unannounced assessnents in
determ ning whether accreditation should be granted,
denied or nodified for a category or nethod within a
cat egory, or whether the |aboratory should |ose
accreditation for a category or method within a category.

4.1. 4 Corrective Action Reports

For purposes of this docunent, Deficiency Report refers to the
report of itens to be corrected/ addressed and is issued by the
accrediting authority or authorized third party. Corrective
Action Report refers to the report issued by the |aboratory in
response to deficiencies.

a) The accrediting authority or authorized third party nust
present a Deficiency Report to the |aboratory within 60
wor ki ng days of the inspection.

b) After being notified of deficiencies, the | aboratory wl|l
have no nore than 20 worki ng days fromthe date of receipt
of the report to provide a Corrective Action Report to
correct deficiencies noted in the Deficiency Report.

c) The state authority or authorized third party contractor
will respond to the action noted in the Corrective Action
Report within 30 working days of receiving it.

d) A |l aboratory can | ose accreditati on or have accreditation
suspended in a category or a nethod within a category by
any or all of the following itens:

i Failing to submt/respond wwth a Corrective Action
Report that addresses all deficiencies that are
noted in a Deficiency Report;



f)

NELAC

Accreditation Process
Revision 3

June 1, 1996

Page 7 of 19

ii. Failing to inplenent Corrective Actions in
Corrective Action Reports two tinmes within the tine
limts specified by the accrediting authority;

iii. Providing an unacceptable response in a Corrective
Action Report;

Al'l information included and docunented in a Deficiency
Report and the Corrective Action Report are considered to
be public information. Qher states participating in the
National Environnental Laboratory Accreditation Program
woul d have access to this information through a national
dat abase. At a mninmum the database woul d include the
foll ow ng information:

i Nane and | ocation of |aboratory;
ii. Categories and/or nethods for which the |aboratory
is currently accredited and date of accreditation;

and/ or
iii. Categories and/or nethods for which the |aboratory
has | ost accreditation during t he current

accreditation period and the date of |[|oss of
accreditation.
iv. State contact(s).

If the |laboratory fails to inplenent corrective actions to
renmedy deficiencies noted within the required tine peri od,
accreditation for categories or specific nmethods within
those categories will be imedi ately revoked or suspended.
All such reports are public record and any or all of the
information contained therein may be put into the National
Dat abase. Proprietary data and Confidential Business
Information will be excepted fromall public records.



NELAC

Accreditation Process
Revision 3

June 1, 1996

Page 8 of 19

4.1.5 Accountability for Analytical Standards

El ements in a national program that ensure consistency and
pronote the use of quality assurance/quality control procedures
to generate quality data for regulatory purposes are

a) NELAC requires that each |aboratory seeking national
accreditation have a naned Quality Assurance O ficer or a
person desi gnated as accountable for data quality. NELAC
strongly recommends that the Quality Assurance O ficer be
a person other than any supervisor of |aboratory anal ysts,
who reports directly to the | aboratory managenent and not
to the |l aboratory supervisor in matters related to quality
assurance and quality <control of analyses, nethods
relating to these anal yses, and instrunentation.

b) NELAC requires that each |aboratory seeking national
accreditation have a Quality Assurance Manual on-site that
may be reviewed as part of the inspection process.

c) NELAC wi | consider that the accountability for
negligence, the falsification of data, records or
instrunment paraneters will rest upon the analyst, the

| abor at ory managenent and the conpany.
4.1.6 Fee Process for National Accreditation

Refer to Policy and Structure, specifically funding of the
program (Section 1.10), regarding the funding of state
accreditation prograns, including a fee structure covering the
actual cost of an accreditation.

a) The cost incurred in the application process for national
environmental | aboratory accreditation will be called an
accreditation fee.

b) Wiere required and if applicable, accreditation fees wll
be paid in accordance with existing state regul ations,
levels and practices to the state granting the
accreditation or designated authorized third party
accreditor.

c) Wiere required and if applicable, the |level and timng of
fee paynments will be established by the individual State
to which the laboratory is applying for accreditation
Addi tional fees on the |aboratory may be | evied by other
individual States with which the | aboratory chooses to do
busi ness.
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4.1.7 Application

The National Environnental Laboratory Accreditation Program
enconpasses a standardi zed set of elenents in each application
for accreditation that will be reported to and recorded in the
national database. The application package includes any
specific state regulatory requirenents that are essential for
accreditation within an individual state.

A state participating in NELACw Il include in its application
formthe foll ow ng:

a) Legal name of | aboratory
b) Laboratory mailing address
c) Billing address (if different fromb))and contact person
d) Nanme of owner
e) Addr ess of owner
f) Location (full address) of |aboratory
g) Name and phone nunber of |aboratory contact person
h) Nane and phone nunber of Quality Assurance Oficer
i) Nane and phone nunber of | aboratory nmanagenent
representative
1) Laboratory hours of operation
k) Primary State of Accreditation (if requesting Mitual
Recogni ti on)
[) Accrediting State Agency (also list third party accreditor
i f applicable)
m Categories for which the | aboratory is requesting
accreditation
n) Met hods enpl oyed
0) Equi pnrent in the |aboratory specific to environnental
nmet hods
p) Description of |aboratory type (for exanple)
- Commer ci al
- Feder a
- Hospital or health care
- State
- Academ c Institutes
- Public water system
- Publ i c wastewater system
- I ndustrial (an industry with discharge permts)
- Mobi | e
O her (Describe)
q) Cbrtlflcatlon of conpliance by | aboratory nanagenent
(vide infra: 4.1.9)
) Laboratory facilities
) Fees paid to:
t) Description of geographical |ocation
) FAX nunber
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V) Lab identification nunber (for renewal)
W) Key Personnel (include duties, educational background,
experience)

A | aboratory seeking renewal of accreditation will follow the
process outlined by the state in which they are currently
accredit ed.

4.1.8 Transfer of Omnershi p/ Change of Ownershi p, Change of
Anal ytical Personnel, and/or Location of Laboratory

Accreditation my be transferred when the legal status or
ownership of an accredited | aboratory changes w thout affecting
its staff, equi pnment, and organi zation. The accrediting agency
may charge a transfer fee and may conduct an On-site assessnent
to verify affects of such changes on | aboratory perfornmance.

The following conditions apply to the change in ownership
and/ or the change in location of a |aboratory that has national
accreditation.

a) Any change in ownership and/or |ocation of an accredited
| aboratory nust be reported in witing to the primry
state(s) and the National Environnental Laboratory
Accreditation Program wthin 30 cal endar days of such a
change taking effect.

b) Such a change in ownership and/or location wll not
necessarily require reaccreditation or reapplication in
any or all of the categories in which the |aboratory is
currently accredited.

c) Change in ownership and/or location may require an On-site
assessment with the elements of the assessnent being
determ ned by the inspector.

d) Any change in ownership nust assure historical
traceability of the |aboratory accreditation nunber(s).

e) For a change in ownership, one of the follow ng conditions
nmust be in effect:

i The previous (transferring) owner nust agree in
witing, before the transfer of ownership takes
pl ace, to be accountable and Iliable for any
anal yses, data and reports generated up to the tine
of legal transfer of ownership; or
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ii. The buyer (transferee) nust agree in witing to be
accountable and liable for any analyses, data and
reports generated after the legal transfer of
owner shi p occurs.

iii. Al records and analyses perfornmed pertaining to
accreditation nust be kept for a m ni numof 10 years
and are subject to inspection by accrediting State
authorities (or their third party designee) during
this period wthout prior notification to the

| abor at ory. This stipulation s applicable
regardl ess of change in ownership, accountability or
liability.

iv. |If ownership is transferred, the transferee will not

be responsible for paynent of fees to States during
the remainder of the yearly period, provided that
the previous owner has fully paid the required fees
to the said States (or their third party desi gnees).
There may be, however, financial liability incurred
internms of Transfer Fees (vide supra).

f) For a change in key analytical |aboratory personnel for
whi ch educational, training or experience requirenents
exist, the State or accrediting authorities nust be
notified within 30 cal endar days of when such a change
occurs.

4.1.9 "Certification of Conpliance" Statenent

The following "Certification of Conpliance" statenent nust
acconpany the application for |aboratory accreditation. | t
nmust be signed and dated by both the | aboratory managenent and
the quality assurance officer, or other designated person, for
t hat | aboratory.

CERTI FI CATI ON BY APPL| CANT

The applicant understands and acknow edges that the |aboratory
is required to be continually in conpliance with the National
Envi ronment al Laboratory Accreditation Programi s standards and
requi rements concerning | aboratory accreditati on and standards
and wll be subject to the penalty provisions provided therein.

The applicant understands and acknow edges that accreditation
is specifically subject to unannounced assessnents.
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Aut hori zed representatives of any state in which the | aboratory
is accredited may nmake an announced or unannounced i nspecti on,
search, or examnation of an accredited or interim approved
| aboratory whenever the state, at its discretion, considers
such an inspection, search or examnation necessary to
determ ne the extent of the |aboratory's conpliance with the
conditions of its accreditation and NELAC standards.
Addi tionally, the applicant authorizes the officially
desi gnated State inspector to; 1) nake copies of any anal yses
or records relevant to the accreditation process, and 2) renove
any or all such copies from the facility for purposes of
eval uation or regulatory enforcenent. Any refusal to allow
entry to the state's representatives at reasonable tines or
during normal business hours or to allow copies of records
relevant to |aboratory accreditation to be nmade shal
constitute a violation of a condition of accreditation and
grounds for ref usal of accreditation, revocation of
accreditation, or loss of accreditation.

The applicant hereby certifies that all certified environnental
anal yses perfornmed are done in accordance wth applicable
gui del i nes.

| hereby certify that | amauthorized to sign this application
on behalf of the applicant/ower and that there are no
m srepresentations in my answer to the questions on this
appl i cation.

_ Signature Quality Assurance Oficer or Narme of Quality Assurance Oficer
ot her designated responsi bl e individual

Print Name of Applicant Laboratory Dat e

(Legal Nane)

Si gnature Nane

Laborat ory Managenent Representative Laboratory Management

Representative
4.2 PERI OD OF ACCREDI TATI ON

For a laboratory in good standing, the period for accreditation
within categories for nethods or analytes will be 12 nonths and

will be considered to be ongoing once a |aboratory has been
accredited for that category or nethod within a category. To
mai ntain accreditation the |aboratory shall nmeet the

requirenents of Section 4.3, Miintaining Accreditation
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Failure to nmeet the requirenents delineated in Section 4.3
shall <constitute grounds for revocation or suspension of
accreditation as specified in Section 4.4. Addi tionally,
failure to pay the required fees as determned by the
participating states within the stipul ated deadlines or by the
stipulated dates may result in |oss of accreditation. Thi s
information may be entered into the National Database in a
timely and effective manner. The NELAC recognizes that
different states operate the yearly period with different start
tines. The individual |aboratory being accredited is
responsible for tracking the individual State's periods of
accreditation and is responsi ble for paying the necessary fees
(if applicable) to those states to mamintain accreditation.
I ndi vidual States may elect to extend the period of
accreditation to | essen the inpacts on individual |aboratories
with respect to Announced and Unannounced inspections, however
in no case should this extension period of tinme exceed siXx
mont hs. The extension nust specifically state what date the
extension period expires. This information should be entered
in the National Database.

There s a separate process for accreditation for new
categories, methods and analytes (vide supra: Application
Process, 4.1.7).

Each year the National Environmental Laboratory Accreditation
Programw || provide each | aboratory with a current directory
with informati on on what categories, nethods, and anal ytes for
which they are accredited. Additionally, new categories,
met hods, and analytes will appear on the actual certificate
that is reissued as these itens are added and/ or del eted during
the year. All new categories will be included in updates to the
database in a tinely and effective manner. Al such updates
are public record and any or all of the information contained
therein shall be put into the National Database. Proprietary
data and Confidential Business Information will be excepted
fromall public records.

4.3 MAI NTAI NI NG ACCREDI TATI ON

Accreditation remains in effect until revoked by the
accrediting authority, until discontinued by the accredited
| aboratory, or until expiration of accreditation date. To

mai ntain accreditation, the accredited |aboratory shall
conplete or conply with elenments 4.3.1 TO 4.3.6. Failure to
conplete or conply with these elenents nmy be cause for
downgrading or revoking accreditation. In this elenent,
downgrading refers to the renoval and elimnation of a portion
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of nmethods or categories for which the Ilaboratory was
previously certified.

4.3.1 Per f or mance Eval uati on Sanpl es

Per f ormance Eval uati on sanpl es appropriate for the accredited
nmet hodol ogy shall be required to be perfornmed on at | east two
Performance Evaluation sanples of different concentrations,
once per quarter in each category for which they have applied
for accreditation. These sanples nust be procured from an
accept abl e source. It must be successfully analyzed and
reported to the accrediting body within required deadlines. In
the event of unsati sfactory performance and required
reanal ysis, repeat analysis shall also be conpleted and
reported within established deadlines. Poor performance on a
Performance Evaluation sanple or failure to submt results
within required deadlines may be cause for downgrading
accreditation. In this elenment, downgrading refers to the
removal and elimnation of a portion of nethods or categories
for which the | aboratory was previously certified.

4.3.2 On-Site Assessnents

On-site assessnents shall be performed by the accrediting
agency at a mninmum frequency of once every two years.
Unannounced On-site assessnents or followup On-site
assessnents nmay be conducted nore frequently, for cause, at the
option of the accrediting authority. Situations which m ght
trigger an unannounced On-site assessnment or followup On-site
assessnent include, review of a previously deficient On-site
assessnent, poor performance on a Performance Evaluation
sanple, change in other accreditation elenents, or other
i nformati on concerning the capabilities or practices of the

accredited |aboratory. On-site assessnents, regardless of
frequency, shall be successfully conpleted to nmaintain
accreditation. Deficiencies identified during the On-site

assessnment shall be corrected within deadlines established in
t hese guidelines or according to deadlines in an acceptable
Corrective Action Report. Failure to pass an On-site
assessnment or to correct deficiencies according to the
provi sions of an acceptable corrective action plan may be cause
for downgradi ng accreditation.

4.3.3 O her Accreditation El enments

The accredited |aboratory shall mai ntain ot her key
accreditation elenments which served as the basis for initial
accreditation including the facility, organi zation and
managenent, qualifications of key personnel, sanple handling
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procedures, calibration standards, analytical nethods, data
reduction procedures, Standard Operating Procedures (SOP s) and
| aboratory quality assurance plan. Failure to maintain,
revise, or replace any of these key conponents nmay be cause for
downgradi ng accreditation status. In this elenment, downgradi ng
refers to the renoval and elimnation of a portion of nethods
or categories for which the |I|aboratory was previously
certified.

4.3. 4 Notification and Reporting Requirenents

The accredited | aboratory shall notify the accrediting body of
any changes in key accreditation criteria within 30 cal endar
days including but not necessarily |limted to the |aboratory
ownershi p, | ocation, key personnel, and major instrunentation.
The accredited lab shall also conply with any other reporting
requirenments identified in these guidelines. Al such updates
are public record and any or all of the information contained
therein may be put into the National Database.

4.3.5 Record Keepi ng and Retention

Al'l lab records associated with accreditati on paraneters nust
be weasily accessible, including raw and processed data
associated with each analysis, changes in nethod standard
operating procedures, or the | aboratory quality assurance plan,
shal |l be maintained for a mninmumof ten years unless otherw se
designated for a longer period in another regulation or
authority. (NB. This is the floor requirement for records
retention. It is the responsibility of the |aboratory and/ or
client to determne and conply with the specific record
retention tines in order to conply with a particular statute or
regul ation.) In the case of data used in litigation, the
| aboratory is required to store such records for a |onger
period upon witten notification from the accrediting
agency/authority or other regul atory agency.

4.3.6 Paynent of Fees

The accredited l|ab shall pay all fees associated wth
mai ntai ning accreditation to the accrediting body wthin
established deadlines. The individual |aboratory being

accredited is responsible for tracking the individual State's
periods of accreditation and is responsible for paying the
necessary fees (if applicable) to those states to maintain
accreditation.

4.4 DENI AL, SUSPENSI ON, AND REVOCATI ON OF ACCREDI TATI ON
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Denial, Suspension or Revocation of accreditation in the
primary state will automatically cause the sane action within
all other states in which the |aboratory is accredited. This
information, as well as voluntary w thdrawal s, appeal processes
and procedures will be entered into the National Database.

4.4.1 Deni al

Denial - shall nean to refuse to accredit a | aboratory applying
for initial accreditation or renewal of accreditation.

Reasons to deny an initial application or reapplication my
i ncl ude:

a) Failure of |laboratory staff to neet the personnel
qualifications as required by the accrediting authority.
These qualifications may include education, training and
experience requirenents.

b) Failure to successfully perform Perfornmance Eval uation
tests as required by the accrediting authority.

c) Failure to attest that analysis are performed by approved
or docunent ed net hodol ogi es and/ or in accordance with the
requi renents of the accrediting authority.

d) Failure to respond to a Deficiency Report fromthe On-Site
| nspection with a Corrective Action Report within the
speci fi ed anount of tine.

e) Failure to inplenent the Corrective Actions detailed in
the Corrective Action Report within the specified tine
frame.

f) Failure to pay required fees.
g) Failure to pass required On-site Inspection(s)

A |l aboratory shall have two opportunities to correct the areas
of deficiencies which results in a denial of accreditation. |If
the l|aboratory is not successf ul in renedying said
deficiencies, it nust wait six nonths before again applying for
accreditation. Upon reapplication, the |aboratory may again be
responsible for all or part of the fees incurred as part of the
initial application for accreditation.

4.4.2 Revocati on
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Revocation - shall nean the total withdrawal of a |aboratory's
accreditation by the accrediting authority. The | aboratory
cannot reapply for accreditation for 6 nonths, by which tinme
t he reason/cause of the revocation nust be corrected.

Reasons for revocation may include:

a) Failure to participate or unsatisfactory performance in
the Performance Eval uation testing program as required by
t he program

b) Subm tting Performance Eval uation sanple results generated
by anot her |aboratory as your own.

c) M srepresentation of any material fact pertinent to
receiving initial approval.

d) Denial of entry at reasonable tines or during nornal
busi ness hours for |aboratory inspection.

e) Convi ction of charges of the falsification of any report
of or relating to a | aboratory anal ysis.

f) Failure to remt the accreditation fee or fees within the
time limt as established by the individual state
authority may be grounds for imediate |oss of
accreditation in that state. The loss of accreditation
will inrediately be entered in the national database.

No | aboratory's accreditation will be revoked or denied wthout
the right to due process.

4.4.3 Suspensi on

Suspension - shall nean the tenporary renoval of a |aboratory's
accreditation for a defined period of tinme. The purpose of
suspension is to allow a laboratory time to correct
deficiencies or area of non-conpliance wth program
requi rements as defined by regulation. A suspended | aboratory
woul d not have to reapply for accreditation if the cause/causes
for suspension are corrected within six nonths. A laboratory's
accreditation may be suspended in total or in part. It may
retain those areas of accreditation where it continues to neet
the standards and requirenents of the program

Reasons for suspension may incl ude:

a) Failure to successfully perform Performance Eval uation
tests pursuant to the requirenents of the program
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b) Failure to submt and inplenent corrective action rel ated
to deficiencies found during | aboratory inspections wthin
the required tine period;

c) Loss of personnel with the required educational, training
and experience qualifications; or

d) Failure to pay accreditation application fees.

e) A |l aboratory can | ose accreditati on or have accreditation
suspended in a category or a nmethod within a category by
any or all of the following itens:

i Failing to submt/respond wwth a Corrective Action
Report;

ii. Failing to inplenent corrective actions in
Corrective Action Reports two tines;

iii. Providing an unacceptable response in a Corrective
Action Report;

iv. Failing to address each item noted as a deficiency
in the Deficiency Report;

V. Failing the same Performance Evaluation sanple
anal ysis two consecutive tinmes for the same anal yte;
or

vi. Failing to achieve an overall testing event (PE

Sanpl e) passing score for two consecutive testing
events or two out of three consecutive testing
events.

4.4. 4 Vol untary Wt hdr awal

If an environnental |aboratory wi shes to w thdrawal from NELAC,
it must notify the accrediting authority no later than 30 days
before the end of the accreditation year.

Deni al, revocation, and suspension in one state wll be
applicable for all states participating in NELAC. The status
of each |aboratory's accreditation (active, denied, revoked, or
suspended) will be entered in the National Database.

4.5 | NTERI M ACCREDI TATI ON
4.5.1 InterimAccreditation
If a laboratory conpletes all of the requirenents for

accreditation except that of an On-site assessnent because the
accrediting authority is unable to schedul e the assessnent in
a timely manner, an interim accreditation nmay be issued and
will be in effect until the assessnent requirenents have been
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conpleted. A state may provide for the use of an authorized

third party to accredit |aboratories when the state will be
unable to perform an On-site Assessnent in a tinmely manner
Interim accreditation wll allow a l|aboratory to perform

anal yses and report results of sanples with the sane status as
a fully accredited | aboratory until an On-site assessnent has
been conpleted only in the state where the interim
accreditation was granted. Interimaccreditation may still be
granted when Performance Eval uation sanples are not avail able
from a source acceptable to the National Environnental
Laboratory Accreditation Program The period for granting
InterimAccreditation may not exceed one year. This period may
be extended for an additional period of one year or until NELAC
is fully operational. The Interim Accreditation status is
considered to be a matter of public record and will be entered
into the National Database in a tinely manner, along with the
reasons for granting an Interim Accreditation.

If a laboratory or site has a valid accreditation based on
current standards in a state or by an accrediting authority
that do not neet m ni mum NELAC standards outlined in section
4.1.1 and 4.1.7, the laboratory or site may be granted an

| nterim Accreditation. This Interim Accreditation will be
reviewed on a yearly basis by the state or accrediting
authority and either granted or revoked at that tinme. |If the

primary state of accreditation is unable to process the Interim
Accreditation, another State participating in NELAC may grant
an InterimAccreditation on a year-by-year basis. This nust be
noted in the National Database.

4.5.2 Revocation of InterimAccreditation

Revocation of interim accreditation nay be initiated for due
cause as described in 4.4.0 by order of the accrediting
authority.

4.5.3 Excepti on Process

NELAC wi Il develop an Exception Process to allow states to
submt detailed plans for step-by-step inplenentation for two
years while comng into NELAC conpliance. The NELAC board may
then assist the state in fornulating an exception process if
that state is having difficulties inplenmenting NELAC. Interim
Accreditation may be extended an additional year in states
while in the process of comng into conpliance with NELAC.

4.6 AVWARDI NG OF ACCREDI TATI ON



NELAC

Accreditation Process
Revision 3

June 1, 1996

Page 20 of 19

When a participating |laboratory has net the requirenments
specified for receiving accreditation, the |aboratory wll
receive a single certificate awarded on behalf of the state
accrediting authority. The certificate wll provide the
followng information: the nanme of the | aboratory, address of
the | aboratory, the specifications of the accreditation action
(for exanple, the | aboratory nmay be accredited for anal ysis of
water or for use of a specific analytical nethodol ogy, etc.).
Addenda or attachnments to the certificate are allowed and w |
be considered to be official docunents. | nfformation on the
addenda or attachnents may include scope, met hods,
anal ytes. .. etc. The | aboratory nust have a certificate for
each state in which it is accredited. Even though a parent
| aboratory is accredited, the subfacilities (laboratories
operating under the sanme parent organization, analytical
procedures, and quality assurance system are also required to
becone accredited. The subfacilities accredited will be |isted
on the certificate of the parent |aboratory, but each site nust
be accredited separately and wll be issued their own
Certificate of Accreditation. A site or subfacility is
defined as a structure or group of structures at the sane
geogr aphi cal | ocati on. In the case of nobile |aboratories
(i.e. on the back of trucks, in vans, on boats or ships etc.),
site is defined as the nobile unit itself as |long as the actual
anal ysis or any portion of that analysis takes place on this
unit. Al so, any sub-facilities or renote |aboratory sites are
consi dered separate sites and subject to separate Announced and
Unannounced Assessnents, again provided that the analysis or
any portion of the analysis take place at that site.

For awardi ng of accreditation, NELAC quality of standards w |
apply to individuals who apply test substances, collect
sanpl es, prepare sanples, and anal yze sanpl es.

4.6.1 The Certificate of Accreditation

The certificate wll be signed by a nmenber of the accrediting
authority and will be considered an official docunent. It wll
be transmtted as a sealed and dated (effective date and
expi ration date)docunent containing the NELAC Insignia fromthe
accrediting authority. The certificate will include specific
categories, paraneters, and nethods that the | aboratory or site
is accredited for.

To address the concern that an individual state may revoke a
| aboratory's accreditation for work in that state, the
certificate will explain that continued accredited status
depends on successful ongoing participation in the program
The certificate will urge a customer to verify the | aboratory's
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current accreditation standing within a particular state. The
certificate nmust be returned to the accrediting authority upon
| oss of accreditation. However, this does not require the
return of a certificate which has sinply expired (reached the
expiration date).
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4.6.2 Changes in Areas of Accreditation

| f an accredited |aboratory increases its areas of
accreditation, a new certificate will be awarded which details
t he spectrum of accreditations the |aboratory has achi eved.

4.7 Enforcenment

The devel opnent of an enforcenment conponent of the Nationa
Envi ronmental Laboratory Accreditation Program (NELAC) should
be based on explicit values, or principles, with which all
participants concur. The proposed basic principles are:

a) The program should be fair to all participants;
b) The rul es should be well publicized;

c) The program needs of the participating agencies nmust be
uphel d; and

d) The due process rights of participating |aboratories nust
be protected.

The maj or conponents of the program shall include:

a) Since NELAC is a voluntary program it can not enforce
civil or crimnal penalties but rather all enforcenent
actions are taken independently by EPA or state agencies
and comunicated to all other NELAC participating
agenci es. Any civil/crimnal actions are taken by
participating agencies and/or accrediting authorities.

b) NELAC enforcenent is limted to suspension (short-to-I|ong-
term of individual accrediting authorities from NELAC
only.

c) An effective information-sharing database used by all
participating agencies is essential to ensure inforned
deci si on- maki ng based on | ab perfornmance.

d) | f states have too many enforcenent actions agai nst them
a neeting of the executive board wll be convened to
di scuss corrective actions with that state.



